SUMMARY OF SAFETY AND EFFECTIVENESS

|. GENERAL INFORMATION

Device Generic Name: Intravascular Stent with Ddlivery System
Device Trade Name: Express™ Coronary Stent System
Express 2™ Monorail™ Coronary Stent System
Express 2™ Over The Wire Coronary Stent System
Applicants name and address. Boston Scientific Scimed, Inc.
One Scimed Place
Maple Grove, MN 55311
PMA Number: P020009
Date of Panel Recommendations: None
Date of Notice of Approval
To Applicant: September 11, 2002

[1. INDICATIONS FOR USE

The ExpressExpress 2 Monorail/Express 2 OTW are indicated for improving coronary lumina
diameter in the following:

. Patients with symptomatic ischemic disease associated with Senctic lesionsin native
coronary arteries (length < 18 mm) with areference vessdl diameter of 3.0 to 5.0 mm.
Treatment of abrupt or threatened abrupt closure (AC/TAC) in patients with failed
interventiona therapy in lesonsin native coronary arteries of 2.25 to 5.0 mm (inclusve)
in diameter and < 30mm long.

Long-term outcome (beyond 6 months) for this permanent implant is unknown at present.

[11. CONTRAINDICATIONS

The Expreﬂs/Expr&es 2 Monorail/Express 2 OTW is contraindicated for usein:
Petients in whom antiplatelet and/or anticoagulant therapy is contraindicated.
Patients who are judged to have alesion that prevents complete inflation of an
angioplasty balloon.

Petients with known dlergiesto stainless sted!.



V. WARNINGS AND PRECAUTIONS

Pease refer to the device labeling for alist of warnings and precautiors.

V. DEVICE DESCRIPTION

The Boston Scientific Scimed® Express™ Monorail and Express 2™ Monorail and Over-the-
Wire Coronary Stent Systems (Express, Express 2 MR, and Express 2 OTW Systems) consist
of aballoon expandable stent, pre-mounted on a high- pressure delivery catheter and are used in
the treetment of coronary artery disease. The Express Coronary Stent System consigts of the
Express stent pre-mounted on a BSC Elite Monorail ddlivery catheter. The Express 2 Monorall
and Over-the-Wire Coronary Stent Systems consist of the Express stent pre-mounted on a
BSC Maverick™ Monorail or Over-the-Wire ddivery catheter, respectively.

The same Express Stent is used on the Express, Express 2 MR and Express 2 OTW catheter
sysems. The Express Stent islaser cut from a 3161 stainless sted tube into a specific
geometric pattern. The pattern consists of amultitude of radidly expandable eements with
varying amplitude, which are interconnected by longitudindly oriented dements. The
interconnected elements are offset dong the length of the stent in order to maintain a balance of
longitudind forces aong the stent.

Table1l. Stent Specifications

Table 1
Expressand Express2 MR and OTW System Char acteristics
Express Express2 Express2
Stent Nominal | Rated Burst | Monorail Guide | Monorail Guide OTW Guide
Diameter | Pressure Pressure Compatibility Compatibility Compatibility
2.25mm 9 Atm 18 Atm 5F (.058") 5 F (.058") 6F (.066")
2.50mm 9 Atm 18 Atm 5F (.058") 5F (.058") 6F (.066")
2.75mm 9Atm 18 Atm 5F (.058") 5 F (.058") 6F (.066")
3.00 mm 9 Atm 18 Atm 5F (.058") 5 F (.058") 6F (.066")
3.50 mm 9 Atm 18 Atm 5F (.058") 5 F (.058") 6F (.066")
4,00 mm 9 Atm 18 Atm 5F (.058") 5 F (.058") 6F (.066")
4.50 mm 9 Atm 16 Atm 6F (.066") 6F (.066") 6F (.066")
5.00 mm 9 Atm 16 Atm 6F (.066") 6F (.066") 6F (.066")

The Express™/Express™ 2 Monorail/Express™ 2 OTW are each available in 50 device
models in combinations of both small and large vessdl Express™ Stents, with stent lengths of 8,
12, 16, 20, 24, 28 and 32 mm and balloon diameters of 2.25, 2.5, 2.75, 3.0, 3.5, 4.0, 4.5, and
5.0 mm, as shown in the matrix below. The stent is centered on a high pressure balloon
between two radiopaque markerbands to aid in positioning the system during the procedure.



The baloon extends gpproximately 0.3 mm beyond the stent ends to ensure full expansion of
the stent during deployment while minimizing the amount of balloon outside the stent region.

Expressand Express2 MR and OTW System Product Matrix
Stent Length
8mm | 12mm | 16mm | 20mm | 24mm | 28mm 32mm

2.25mm X X X X X

2.50 mm X X X X X
g 2.75 mm X X X X X X X
% 3.00mm X X X X X X X
Aa | 3.50mm X X X X X X X
‘g Designated Stent Model Separation
& | 400mm X X X X X X X

450 mm X X X X X X

5.00 mm X X X X X X

Thedista section of the catheter is dud lumen and coaxid. The outer lumen is used for inflation
of the baloon, which results in deployment and expansion of the stent. The inner lumen permits
the use of guide wires (< 0.014 inches) to facilitate advancement of the catheter through the
vasculature and lesion to be stented. The wire lumen has a port for use with appropriate
coronary guide wires. The catheter includes a tapered tip to facilitate the advancement of the
catheter through the stenosis.

VI. ALTERNATIVE PRACTICE AND PROCEDURES

Alternative trestments of coronary atherosclerotic disease include diet, medication (e.g.
thrombolysis), atherectomy, balloon angioplasty, coronary bypass (CABG) surgery or stenting
with commercidly available sents.



VII. M ARKETING HISTORY

The Express Coronary Stent System is registered for sale in the following countries.

Commercial Approval of Express Coronary Stent System
Argentina Djibouti Kenya Poland
Albania Dominican Rep. Korea Portugal
Algeria Dutch Antilles Kuwait Qatar
Aruba Ecuador Latvia Romania
Austria Egypt L ebanon Saudi Arabia
Australia El Salvador Liechtenstein S. Africa
Bahrain England Lithuania Singapore
Bdize Estonia Luxemburg Slovenia
Bermuda Finland Macedonia Sri Lanka
Barbados France Malaysia Sweden
Belgium Germany Malta Switzerland
Bermuda Greece Martinique Syria
Bosnia Guatemda Mexico Talwan
Brazil Haiti Moldavia Trinidad
Bulgaria Honduras M orocco Thailand
Canada Hong Kong Netherlands Tobago
Chile Hungary Nicaragua Tunisia
China Iceland Norway Turkey
Columbia India New Zealand Ukraine
CostaRica Indonesia Pakistan Uruguay
Croatia Ireland Panama United Arab Em.
Cyprus Italy Paraguay Venezuela
Czech Rep. Jamaica Peru Vietnam
Denmark Jordan Philippines Yemen

The Express Coronary Stent System was granted approval by Boston Scientific’ s notified body
(TUV Rheinland) to permit CE marking June 18, 2001. BSC began marketing the product
internationally following approva in September 2001. The Express 2 Monorall and Over-the-
Wire Coronary Stent Systems have not yet been marketed in any country.

The Express Coronary Stent System has not been withdrawn in any country due to reasons
related to safety and effectiveness of the device.

VIII. SUMMARY OF NON-CLINICAL STUDIES

A. Biocompatibility
1. Express Stent and Express Monorail Delivery Catheter
The following testing as recommended in the International Standard EN/1SO-10993- 1,
“Biologicd Evduation of Medica Devices Part 1. Evauation and Tedting” for this
category of devices was carried out on finished Express systems. All testing was



conducted on finished, premounted stent systems except the Subchronic Toxicity Test
and the 30-day Implant Test, which were carried out on the stent only.

Test Performed Test Device Type Result
S

Cytotoxicity Stent Loaded Delivery System Pass
Sensitization Stent L oaded Delivery System Pass
Intracutaneous Toxicity Stent L oaded Delivery System Pass
Systemic Toxicity Stent L oaded Delivery System Pass
Subchronic Toxicity Stent Alone Pass
Implantation Stent Alone Pass
In-Vitro Hemocompatibility Stent Loaded Delivery System Pass
Assay
Direct Hemolysis Aution Stent Loaded Delivery System Pass
Modified Lee and White Stent Loaded Delivery System Pass
Coagulation Thrombogenicity
Pyrogenicity,Rabbit Sent Loaded Delivery System Pass
Blood, Aution M ethod
Pyrogenicity LAL, Scimed Stent L oaded Delivery System Pass

It should be noted that Genotoxicity, Chronic Toxicity, Carcinogenicity and

Immunotoxicity testing are not being carried out. These tests are traditiondly only
carried out on implanted materials. Because of the vast experience of using 316L
danless sed as an implant materid, specificaly for sents, thistesting is not deemed

necessary.

Express™ 2 Monorail Delivery Catheter

The Express 2 Monorail Stent Delivery Catheter is a combination of the same materias
in the same relative proportions, manufactured in the same location and using essentialy
the same manufacturing methods used for the established Scimed Maverick Monorall
balloon catheter (P860019/S160) and the Scimed Express Monorail Coronary Stent
System. The following table outlines testing that was completed on the Maverick
Monorail, Express Monorail, and Express 2 Monorail products.



Test Performed Test Device Type Result
S

Cytotoxicity MEM Elution Maverick Monorail Catheter Pass
Express Monorail Delivery System + stent Pass

Systemic Toxicity Maverick Monorail Catheter Pass
Express Monorail Delivery System + stent Pass

Material Mediated Rabbit Express 2 Monorail Delivery System Pass

Pyr ogenicity

Intracutaneous I njection Maverick Monorail Catheter Pass
Express Monorail Delivery System + stent Pass

Skin Sensitization Kligman Maverick Monorail Catheter Pass
Express Monorail Delivery System + stent Pass

Direct Hemolysis Maverick Monorail Catheter Pass
Express Monorail Delivery System + stent Pass

In Vitro Hemocompatibility Express 2 Monorail Delivery System Pass

Assay

L ee and White Coagulation Express 2 Monorail Delivery System Pass

USP Physicochemical Test for Maverick Monorail Catheter Pass

Plastics

14 Day Repeat Dose Intravenous | Express Bare Stent Pass

Toxicity

Muscle Implant, 14 and 30 Days Express Bare Stent Pass

3. Express™ 2 Over-the-Wire Delivery Catheter

The Express 2 Over-the-Wire Stent Delivery Catheter is a combination of the same
materidsin the same rdative proportions, manufactured in the same location and using
essentialy the same manufacturing methods used for the established Scimed Maverick
Over-the-Wire baloon catheter (P860019/S162) and the Scimed Express Monorall
Coronary Stent System.  The following table outlines testing that was completed on the

Maverick OTW, Express Monorail, and Express 2 OTW products.

Test Performed Test Device Results
Cytotoxicity MEM Elution Maverick OTW Catheter Pass
Express Delivery System + stent Pass
Systemic Toxicity Maverick OTW Catheter Pass
Express Delivery System + stent Pass
Material M ediated Rabbit Express 2 OTW Delivery System Pass
Pyr ogenicity
Intracutaneous I njection Maverick OTW Catheter Pass
Express Delivery System + stent Pass
Skin Sensitization Kligman Maverick OTW Catheter Pass
Express Delivery System + stent Pass
Direct Hemolysis Maverick OTW Catheter Pass
Express Delivery System + stent Pass
In Vitro Hemocompatibility Express 2 OTW Delivery System Pass
Assay
L ee and White Coagulation Express 2 OTW Delivery System Pass
USP Physicochemical Test for Maverick OTW Catheter Pass




Plastics

14 Day Repeat Dose Intravenous | ExpressBare Stent Pass
Toxicity
Muscle Implant, 14 and 30 Days Express Bare Stent Pass




B. Physical Testing
In vitro bench testing to support the Express/Express 2 Monorail/Express 2 OTW
Coronary Stent System was conducted, as applicable, in accordance with the FDA
Guidance for the Submission of Research and Marketing Applications for Interventional
Cardiology Devices, May, 1994.

Part 1 Express Stent

Thefdlowing isthein vitro testing to support the Express Stent as used in the
Express/Express 2 Monorail/Express 2 OTW Coronary Stent System. Tegting is
representative of both the small and large vessdl stentsin diameters of 2.25 to 3.5 mm and
4.0 to 5.0 mm, respectively. Stent length and diameter are not afactor in materia
Specification conformance testing.

1) Stent Material Specification Conformance Testing
a) Material Analysis
The Express stent raw materid was chemicdly andyzed and found to conform in
both chemica andlys's and the inclusion/impurity content as provided in ASTM-F
139, “ Standard Specification for Wrought 18 Chromium-14 Nickel-2.5
Molybdenum Stainless Sted Bar and Wire for Surgica Implants (UNS S31673)”.

b) Surface Contamination
The Express stent was examined via SEM at 500X and 2000X to detect evidence
of surface contamination or impurities on the stent materia not removed by cleaning
processes. Results of SEM eva uation showed no evidence of contamination above
the specified limits

c) Mechanical Properties. Tenslle Strength and Elongation
Tengle strength and e ongation testing was performed on the stent raw materid to
determine the yield strength and percent elongation of the Express stent materid.
The tensle strength was between 90.5 and 93.8 ks and the elongation was
between 45 and 49%. Theyidd stength and elongation of the Express stent met the
product specifications.

d) Cycdlic Potentiodynamic Polarization

Testing was conducted in accordance with ASTM -G 61, “Standard Test Method
for Conducting Cyclic Potentiodynamic Polarization Measurements for Localized
Corrosion Susceptibility of Iron, Nickel-, or Cobalt-Based Alloys’, to
demondrate that finished stents exhibit corrosion and repassivation characteristics
comparable to marketed stents for 316L type stainless sted implant materid. The
results indicated that the corrosion resistance of the device met product
Specifications.



2) Stent Integrity Testing

a)

b)

d)

Metal to Artery Percentage

The meta surface coverage as afunction of stent diameter was cdculated by
dividing the total vessel contact meta surface area of the stent Structure by the
surface area of the vessdl a any given sent/vessd diameter. Metd to artery
percentage ratios were calculated from 11.3% - 19.1 % for 2.25 mm to 5.0 mm
stents to capture the metal to artery percentage across the entire range of target
vessd sze recommended in the device [abeling.

L ength Changes Upon Expansion: Stent Foreshortening

Ten (10) Express Stents of each of the following stent lengths: 8, 16, 20 and 32 mm
were tested at the largest [abeled diameter (3.5mm) for the 2.25-3.5mm gents, and
12, 16, 20 and 32mm were tested at the largest 1abeled diameter (5.0mm) for the
4.0-5.0mm stents. Measurements of the stent constrained length were made and
recorded for each stent at basdline and after inflation to 9 atm. The catheter was
deflated and the length measurementsrepeated.  Vaues ranged from 0.02 to
0.90mm. All stents met the product specification.

Stent Expansion Unifor mity

Tegting was conducted to determine the uniformity of stent expansion aong the stent
length, fifteen (15) each of 2.25/16mm and 4.0/16mm stent Sizes were tested. Units
were inflated to 9 atm, then measurements were taken at 3 points along the stent
length after inflation. Measurements were averaged and compared to basdline
measurements. All Express stents met the uniformity expanson specification of +
5% of their diameter a their nomina diameter with arange of 0.58 % - 2.08 %.

Stent Recoil

Testing was conducted to quantify the amount of eastic recail for the Express Stent
and correlate this parameter to the recommended Sizing procedure. Fifteen (15)
Express Stents of each 2.25/16mm, and 4.0/16mm gent Szes were tested. The
system was inflated to nomind diameter and measurements were taken of the stent
diameter at 3 locations dong the sent. The system was then deflated and the same
measurements taken. Percent recoil ranged from 1.44% — 3.82 %. Results
indicated that the Express stent met its product specification.

Stent Conformability Testing

Testing was conducted to determine the conformability (axid flexibility) of the sent
in its expanded gate by determining the pure bending moment of the stent. Fifteen
(15) of the 3.0/16mm stents and 10 each of the 3.5/16mm and 5.0/16mm stents
were tested. The amount of force is measured which is required to create a
curvature of 0.04 radian/mm for a stent expanded to 3.0mm. Larger Sentswere



f)

9)

h)

required to create a curvature that was less than other currently marketed stents.
The mean force at 3.0mm ranged from 0.32-0.45 N*mm, demonstrating that the
Express Stent is conformable and met its product specification. Larger stents were
required to be less than other marketed stents. All stents met their requirements.

Compression Resistance/Radial Hoop Strength

Testing was conducted to determine the radia resistance of the Express Stent to
external compression. Fifteen (15) Express Stents of each 2.25/16 mm and 4.0/16
mm stent Szes were tested. All stents were expanded to nomina stent diameter.
The stents were then placed in the base U-block of the compression tester.
Loading forces were obtained at the nomina diameter of the U-block used (after
0.5mm of radia stent compression from the nomind stent diameter). Compression
resistance ranged from 0.1042 - 0.1510 Ibs'/mm. All Express stents met the
compression resistance requirements.

Stent Expansion and Safety Margin

Testing was conducted to determine whether the deformation experienced by the
gent undergoing expanson above the maximum rated diameter gives rise to stent
fracture. Fifteen (15) each of the 3.5/16mm and 5.0/16mm design were tested. The
2.25-3.5mm stent was expanded to 4.25mm, and the 4.0 to 5.0mm stent was
expanded to 5.75mm. No stents exhibited any fractures or structural damage when
visudly examined a 20X magnification following over-expanson.

M agnetic Resonance | maging

The following statement is supplied in the Ingruction For Use, “Do not perform
Magnetic Resonance Imaging (MRI) scan on patient’ s post-gtent implantation until
the stent has been completdly endothdlidized (eight weeks) to minimize the potentia
for migration. The stent may cause artifactsin MRI scans due to distortion of the
magnetic fidd.”

Stent Dimensional Verification

Testing was conducted to measure and optically ingpect the stent to document that
dimensiond specifications do not deviate from the product specification. Ten (10)
Express Stents of each design (2.25-3.5 and 4.0-5.0) were tested. In addition,
shortest and longest (8 and 32 mm) lengths of each design were dso tested to show
that adequate manufacturing controls cover the range of stent sizes. Stents were not
mounted on their ddivery catheters or sterilized. Each stent was measured with the
FineScan stent measurement system. All Express Stents tested met their specified
requirements for dimensond criteriaindicating that the gent dimensons are
adequately controlled during manufacturing.

10



)

K)

Finite Element Analysis

Anin-depth analysis of the Express Stent was conducted to ensure that the implant
conditions to which the stent will be subjected would not result in failure due to
fatigue. The FEA evauated the structurd integrity of the Express sent when the
stent was subjected to the expected |oad conditions generated in coronary arteries.
The andlysis took into account satic and fatigue loading at nomind baloon
expanson. The results were compared to the measured strain at bregkpoint. The
drain vs. extenson andyss and the Goodman andys's showed thet local
deformation did not exceed the breakage strain specification. The Goodman
andyds showed no fatigue failure will occur over the 400 million cydes of loading
and iswithin specification.

Ten Year Accelerated Pulsatile Fatigue Testing

Accderated in vitro stent testing of approximately 10 years (400 million cydes)
equivaent red time was conducted to ensure that the Express stent, when expanded
toitslargest intended diameters, will not show fatigue failure during smulated 10
year time span testing. The stents were expanded and then mounted on the inside of
an gppropriate Sized silicone rubber tube. The stents were dynamically cycled over
amulated vessel conditions for 400 million cydes. Visud ingpection was carried out
between 50X-70X using optical microscopy. No signs of cracking, breaking or
splitting were detected. Additiondly, four stents from each group were randomly
andyzed usng SEM. All tested stents were free from fatigue induced surface
defects such as strut cracks and strut breakage. The Express stent met the 10 year
accelerated fatigue resistance requirement of the product specification.

Stent Radiopacity

Testing was conducted to determine radiopacity of the Express Stent relative to
other currently marketed stents. The stents were deployed in air to their nomind
diameter using the manufacturer’ s ingructions for use. Upon deployment the stents
were placed on two, 1mm thick copper sheets. The copper sheets were used as a
phantom to smulate the view during clinica use under fluoroscopy. The Sents were
then viewed usng afluooscopy. The radiopacity of the Express Stent is
comparable to other marketed stents.

Part 2 Premounted System Testing

Thefollowing in vitro testing is provided for the ExpressExpress 2 MR/Express 2 OTW
Coronary Stent System to evauate performance characteristics and safety of the
gent/catheter system. All test results indicated that the devices/samples met or exceeded
design specifications.

11



1. ExpressCoronary Stent System Testing

a)

b)

d)

Balloon in a Stent Bur &, Balloon Bonds and Inflation Lumen Integrity Testing
As per the guidance recommended by the FDA, a minimum of 15 samples of the
Express Coronary Stent System of the smallest/shortest (2.25/8mm),

largest/shortest (5.0/12mm) and the longest lengths of every diameter balloon/stent
sze were tested to burst. All other sizes were aso tested and required to meet rated
burst requirements. All stent systems met rated burst pressure. In addition the
gent/balloon burst results show Setisticaly that with 95% confidence, 99.9% of the
Express Coronary Stent System will not experience baloon, shaft, or

proximal/distal sed loss of integrity at or below the maximum recommended rated
balloon burst pressure.

Stent Nominal Sizing, Distension and Compliance Labeling

Testing was conducted to verify that the distention characteristics of the Express
Coronary Stent System meet the labeled specifications. A minimum of forty-five
(45) complete Express systems of each diameter and varying lengths were tested to
verify the typica post deployment stent ID compliance data. In addition, aminimum
of 5 units of al Szeswere tested to verify average diameters at nomind (9 am).
The stent sizing results verify that the Express Coronary Stent Systems meet the
labeled compliance values.

Stent Deployment Testing

Tegting was performed on the Express Coronary Stent System to determine the
gtent deployment pressure and the ability of the balloon to be withdrawn from the
gent. A minimum of 45 samples of each diameter (5 of every length and diameter)
of the Express Coronary Stent System were tested. All Express Coronary Stent
Systems met the |abe ed deployment specification of <132 ps (9 am).

Balloon Inflation and Deflation Testing

Fifteen (15) each of the following Express Coronary Stent Systems were tested for
inflation/deflation: 4.0/20 mm, 4.0/32 mm, 5.0/32 mm. Inflation times ranged from
2.0 — 3.2 seconds, while deflation times ranged from 9.3 — 12.7 seconds. Al
samples met the product specification.

Repeat Balloon Inflation

Thirty samples each of the 2.25/8mm (smallest/shortest), 5.0/12mm (largest/shortest),
2.25/24mm (smallest/longest) and the 5.0/32mm (largest/longest) Express ddivery
systems were required to complete 20 pressurization cycles to Rated Burst Pressure
without fallure. The stent/balloon burst results show Statisticaly that, with 95% confidence,
90% of the catheters will not experience balloon, shaft, or proximal/distal sedl 1oss of
integrity a or below the maximum recommended rated balloon burst pressure.

12



f)

9)

h)

)

Stent/Balloon Crossing Profile

A minimum of five (5) Express Coronary Stent Systems for the longest stent length
of every diameter were tested to determine the deflated stent/balloon profile.
Average deflated profiles of the delivery systems ranged from 0.39 — 0.58 inches.
All samples met the product specification.

Shaft Diameters

Fifteen (15) systems each of the 4.0/20mm, 4.0/32mm and 5.0/32mm were tested
to determine the proximal shaft, distal shaft and distd tip diameters for the Express
Coronary Stent Systems.  The Express Coronary Stent Systems proximal shaft,
diga shaft, and distd tip diameters were comparable to currently marketed stent
ddivery systems.

Pre- and Post-Deployment Catheter Withdrawal Into a Guide & Deflatibility
Testing

Testing was carried out to verify that the Express Coronary Stent System can be
safely withdrawn back into the recommended guide catheter Szes both before and
after stent deployment and the ability of the balloon to be withdrawn from the stent.
Fifteen (15) each of the 4.0/32 and 5.0/32 mm systems were tested. Pre-
deployment forces ranged from 0.06 — 0.26 1bs and post-deployment forces ranged
from 0.51 — 0.82 Ibs indicating that Express Coronary Stent Systems can be easily
withdrawn back into the recommended guide catheter prior to and after stent
deployment. All samples met the product specification.

Stent Securement Force Testing

Testing was conducted to assess the force required to displace a crimped stent from
its catheter. A minimum of fifteen (15) samples each of the smalest and largest
diameter, and the longest and shortest stent lengths for each type stent (2.25-
3.5mm, and 4.0-5.0mm) were tested. In addition, seventeen (17) 3.0/9mm NIR
ON™ Ranger stents were tested using the same protocol as a point of reference.
All gtent systems met the stent securement specification of > 0.21bs. Stent
securement to the specification was demongtrated with 95% confidence that 99.7%
of the Express Coronary Stent Systems will not be didodged from the baloon. In
addition the Express Stents exhibit stent securement comparable to the NIR ON™
Ranger stent.

System Device Tracking

Testing was conducted to demongtrate that the tracking force of the Express
Coronary Stent System through asmulated artery is comparable to currently
marketed devices. Ten (10) 3.0/16mm Express and six (6) 3.0/18mm Guidant Tri-
Star stent systems were loaded over a0.014” guide wire and inserted into a6
French (Wise Guide - 0.066” ID) guide catheter and smulated artery until the
gent/baloon fully exited the distal end of the guide catheter. The guide wire was

13



pushed digtd to the distd end of the smulated artery and securely fastened. The
catheter was then advanced through the artery while measuring the pegk force. The
Express average peak track force ranged from 0.150-0.227 lbs. While the Guidant
Tri-Star force ranged from 0.172-0.237 |bs., demonstrating that the Express
Coronary Stent System tracking force is comparable to a currently marketed
device.

k) Full Unit Tensile Test
A minimum of fifteen (15) each of the 4.0/20mm, 4.0/32mm, and 5.0/32mm
Express Coronary Stent Systems were tested to determine the tensile strength of the
Express delivery catheter. The average tensle strength at failure was 2.08, 2.35,
and 2.33 |bs. respectively. All Express Coronary Stent Systems exceeded the
minimum catheter tendle strength specification of 1.40 Ibs.

[) Packaging
Testing was conducted to determine the break free force required to didodge the
Express manifold from its protective hoop and to determine the force required to
remove the Express stent ddivery system from its protective hoop. All Express
delivery systems were able to be removed from their protective hoop without
difficulty and without any damage imparted to any of the representative sysems. All
test units met their required specifications.

. Express2 MR and OTW Coronary Stent System Testing

Because of the large number of smilarities between the Monorail and Over The Wire
Express 2 ddivery catheters (the distal ends are identical, see Device Description),
testing represents both models.

a) Balloon in a Stent Bur<t, Balloon Bonds and Inflation Lumen Integrity Testing
As per the guidance recommended by the FDA aminimum of 15 samples of the
Express 2 Coronary Stent System of the smallest/shortest (2.25/8mm),
largest/shortest (5.0/12mm) and the longest lengths of every diameter balloon/stent
Sze were tested to burst. Other sizes were a o tested and required to meet rated
burgt requirements. All stent systems met Rated Burst Pressure. In addition, the
gent/balloon burst results show Satisticaly that with 95% confidence, 99.9% of the
Express2 MR and OTW Coronary Stent Systems will not experience balloon,
shaft, or proxima/distal sedl loss of integrity at or below the maximum
recommended rated balloon burst pressure (18atm/265 ps for 2.25-4.0mm;
16atm/235 ps for 4.5-5.0mm).

b) Stent Nominal Sizing, Distension and Compliance L abeling
Testing was conducted to verify that the distension characterigtics of the Express 2
MR and OTW Coronary Stent System meet the labeled specifications. Express,
Express 2 Monorall, and Express 2 OTW utilize the identica baloon component,

14



d)

f)

9)

gtent, and crimping process, S0 the Express compliance datais gpplicable to the
Express2 MR and OTW. The stert 1.D. (balloon O.D.) labeling for the Express 2
MR and OTW was leveraged from the Express Coronary Stent System testing. A
minimum of thirty (30) complete Express 2 systems of each diameter and varying
lengths (see table for modd s tested) were tested to verify the typicd post
deployment stent ID compliance data. 1n addition, aminimum of 15 units of
shortest and longest Szes for each diameter were tested to verify average diameters
a nomind (9 am). The sent Szing results verify thet the Express2 MR and OTW
Coronary Stent Systems meet the labeled compliance values.

Stent Deployment Testing

Testing was performed on the Express 2 MR and OTW Coronary Stent System to
determine the stent deployment pressure and the ability of the baloon to be
withdrawn from the stent. A minimum of 30 samples of each diameter (15 each of
the shortest and longest of each diameter) were tested. All Express2 MR and
OTW Coronary Stent Systemns met the labeled deployment specification of < 132
ps (9 am).

Balloon Inflation and Deflation Testing

Fifteen (15) each of the following Express 2 Coronary Stent Systems were tested
for deflation: 4.0/16 mm OTW, 4.0/32 mm OTW, 5.0/32 mm OTW, 3.0/32 mm
MR, 4.0/16 mm MR, 4.0/32 mm MR, 5.0/32 mm MR. Inflation times ranged from
1.5 — 5.0 seconds, while deflation times ranged from 6.6 — 19.0 seconds. Al
samples met the product specifications.

Repeat Balloon Inflation

Thirty samples each of the 2.25/8mm (smallest/shortest), 5.0/12mm (largest/shortest),
2.25/24mm (smdlest/longest) and the 5.0/32mm (largest/longest) Express 2 ddlivery
systems were required to complete 20 pressurization cyclesto Rated Burst Pressure
without failure. The stent/baloon burst results show datigticaly that, with 95% confidence,
90% of the catheters will not experience baloon, shaft, or proximal/dista sedl oss of
integrity a or below the maximum recommended rated balloon burst pressure.

Stent/Balloon Crossing Profile

A minimum of fifteen (15) Express 2 Coronary Stent Systems for the longest stent
length of every diameter were tested to determine the deflated stent/balloon profile.
Average deflated profiles of the delivery systems ranged from 0.38 — 0.55 inches.
All samples met the product specification.

Shaft Diameters

Ten (10) 2.25/8mm and fifteen (15) 4.0/32mm Express 2 MR systems and fifteen
(15) each of the 2.25/8mm and 4.0/32mm Express 2 OTW systems were tested to
determine the proxima shaft, dista shaft and distd tip diameters. The Express 2
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)

k)

MR and OTW Coronary Stent Systems proximd shaft, distd shaft, and digd tip
diameters were comparable to currently marketed stent delivery systems.

Pre- and Post-Deployment Catheter Withdrawal Into a Guide & Deflatibility
Testing

Testing was conducted to verify that the Express 2 MR and OTW Coronary Stent
Systems can be safely withdrawn back into the recommended guide catheter sizes
both before and after stent deployment and the ability of the balloon to be
withdrawn from the stent. Fifteen (15) each of the 4.0/32mm Express 2 Monorail
and 5.0/32mm Express 2 OTW devices were tested. Pre-deployment forces
ranged from 0.05 — 0.25 |bs and post-deployment forces ranged from 0.20 — 1.09
Ibs indicating that Express 2 MR and OTW Coronary Stent Systems can be easily
withdrawn back into the recommended guide catheter prior to and after stent
deployment. All samples met the product specification.

Stent Securement Force Testing

Testing was conducted to assess the force required to displace a crimped stent from
its catheter. A minimum of 15 test samples were used for each size tested. The
shortest unit lengths (8mm for 2.25-3.5mm diameter and 12mm for 4.0-5.0 mm
diameter) are considered worst case for securement because they have the least
gent to baloon surface interaction. Units were tested thet bracket 2.25-3.5mm and
4.0-5.0mm diameter models for both MR and OTW ddivery systems. All stent
systems met the stent securement specification of > 0.21bf. Stent securement to the
gpecification was demondtrated with 95% confidence that 99.7% of the Express 2
MR and OTW Coronary Stent Systems will not be didodged from the balloon.

System Device Tracking

Testing was conducted to demonstrate that the average work to track the Express 2
MR and OTW Coronary Stent Systems through asmulated artery is comparable to
currently marketed devices. Ten (10) 3.0/26mm units of the following systems
weretested: Express 2 MR, Express (Expressis currently marketed outside of the
United States), Express 2 OTW, and NIR™ Elite OTW (P980001/S24). The
Express 2 MR ranged from 0.407-0.768 inch-1bs. while the Express ranged from
0.551-0.865 inch-1bs. The Express 2 OTW ranged from 0.283-0.363inch-Ibs.
whilethe NIR™ Elite OTW ranged from 0.398-.0513 inch-Ibs. Testing
demonstrated that the Express 2 MR and OTW average work through a smulated
artery was comparable to currently marketed stent delivery systems. All samples
met the product specification.

Full Unit Tensile Test

Fifteen (15) each of the 2.25/8mm, and 4.0/32mm Express 2 Monorail and
2.25/8mm Express 2 OTW Coronary Stent Systems were tested to determine the
tensle strength of the Express 2 ddivery catheters. The average tendle strength at
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fallure was 2.30, 2.24, and 3.61 |bs. respectively. All Express 2 Coronary Stent
Systems exceeded the minimum catheter tensile strength specification of 1.40 bs.

[) Packaging
Testing was conducted to determine the bresk free force required to didodge an
Express2 MR or OTW manifold from its protective hoop and to determine the
force required to remove the Express 2 OTW sent ddivery system from its
protective hoop. All Express 2 MR and OTW Coronary Stent Systems met the
acceptance criteriafor the break free force required to didodge Express2 MR and
OTW manifolds from their protective hoops. Additiondly the Express 2 OTW met
the acceptance criteriafor the force required to remove the stent delivery system
from its protective hoop.

C. Animal Testing
Thefollowing in-vitro tests were performed in accordance with the FDA Guidance for the
Submission of Research and Marketing Applications for Interventional Cardiology Devices,
May 1994.

1. ExpressFeashbility Test Study
This study was performed in 4 animds to evauate the feasbility (device design and
performance) of the Express Coronary Stent System in a non-diseased swine coronary
artery modd. A totd of 18 Express stents were implanted in atotal of four (4) swine.
Study endpoints were 0 hours (acute), 72 hours and 28 days (chronic). The results
showed that implantation of the Express Stent in anon-diseased swine modd at 72
hours and 28 days post procedure did not cause excessive thrombus, media or
adventitid damage, inflammation, or dinicaly sgnificant neointimal formation.

2. Express Animal Study (GLP-204)
This study was designed to evauate the angiographic, hemodynamic, and histologica
response to the BSC/Scimed Express Stent (the test device). Device performance at
implant was dso evaduated. Data collected includes pre and post stent Quartitetive
Coronary Angiography (QCA), performance ratings, vessal appearance pre stenting, post
genting and sacrifice, and histologic tissue response. Post-procedural observations were
made at 72 hours and 28 days. The currently marketed NIR™ PRIMO™ was used as a
control device and was implanted for 72 hours and 28 days. Implantation of the Boston
Scientific/Scimed Express stent in a nondiseased swine modd and sacrifice a 72 hours and
28 days did not cause excessve thrombus, inflammation or clinicaly sgnificant neointimd
formation. The data collected from implantation of the Express stent were within usua and
expected responses for thisanima modd. Additionaly, the Express was comparable to
the control group (currently marketed products) for al performance attributes tested.
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3. Performance Evaluation Express Stent on the Express 2 Delivery System in the
Coronary Arteries of Swine
This study was performed to evauate the deliverability and deployment characterigtics
(acute) of the Express 2 ddivery sysem in both monorail and over-the-wire platforms.
The data for the Express 2 indicated that the device was both more flexible and
trackable when compared to the control group (currently marketed products). In
addition, the Express 2 was comparable to the control group for al other performance
attributes tested.

IX. POTENTIAL ADVERSE EFFECTS

A. Potential Adverse Events

Adverse events (in aphabetica order) which may be associated with the use of a coronary

dent in native coronary arteries.
Acute myocardid infarction
Arrhythmias, including VF and VT
Degth
Dissection
Drug reactions to antiplatelet agents/contrast medium
Emboali, digtd (air, tissue or thrombotic emboli)
Emergent Coronary Artery Bypass Surgery
Hemorrhage, requiring transfusion
Hypotension/Hypertension
Infection and/or pain at the access Site
Ischemia, myocardid
Perforation
Pseudoaneurysm, femora
Restenosis of stented segment
Spasm
Stent embolization
Stent thrombosis/occlusion
Stroke/cerebrovascular accident
Tota occlusion of coronary artery

B. Observed Adverse Events

A tota of 450 patients were enrolled in the VICTORY Clinical Study, a prospective, multi-
center, two armregistry. 303 patients were enrolled in the eective arm of the study and 147
were enrolled in the abrupt closure/threatened abrupt closure (AC/TAC) arm.,

The evauation of the Expressincluded a comparisonto a historical control comprised of \
randomized patients in the SCORES study who received a Radius® stent or a Palmaz-Schatz”
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gent. The table below shows the mgor clinical eventsin the dective am and the AC/TAC arm
of the VICTORY Clinicd Trid compared to those in the SCORES Tridl.

Major Clinical Events—In-Hospital vs. Out-of-Hospital
Intent-to-Treat, All Elective Patients (N=891 pts), AC/TAC Patients (N=147)

Event VICTORY SCORES ACITAC
(N=303 pts ) [95% C.1.] (N=588 pts) [95% C.1.] (N=147 pts) [95% C.1]
MACE (Death, Ml TVR) 9.1% (26/287) [6.0%, 12.4% (71/571) [9.8%, 2.7% (4/146) [0.8%, 6.9%]
13.0%] 15.4%]

Early (In-hospital)

2.0% (6/303) [0.7%, 4.3%]

2.0% (12/588) [1.1%, 3.5%]

2.7% (4/147) [0.7%, 6.8%]

Out-of-hospital 7.3% (21/287) [4.6%, 10.5% (60/569) [8.1%, 0.0% (0/146) [0.0%, 2.5%]
11.0%] 13.4%]

Death - Total 0.0% (0/287) [0.0%, 1.3%] | 0.4% (2/571) [0.0%, 1.3%] | 0.0% (0/146) [0.0%, 2.5%]

Early (In-hospital) 0.0% (0/303) [0.0%, 1.2%] | 0.3% (2/588) [0.0%, 1.2%] | 0.0% (0/147) [0.0%, 2.5%)

Out-of-hospital 0.0% (0/287) [0.0%, 1.3%] | 0.0% (0/569) [0.0%, 0.6%] | 0.0% (0/146) [0.0%, 2.5%)

Q-wave MI - Total

0.7% (2/287) [0.1%, 2.5%)]

0.5% (3/571) [0.1%, 1.5%)]

0.0% (0/146) [0.0%, 2.5%]

Early (In-hospital)

0.0% (0/303) [0.0%, 1.2%]

0.0% (0/588) [0.0%, 0.6%]

0.0% (0/147) [0.0%, 2.5%]

Out-of-hospital

0.7% (2/287) [0.1%, 2.5%)

0.5% (3/569) [0.1%, 1.5%]

0.0% (0/146) [0.0%, 2.5%)

Non Q-wave MI - Total

2.8% (8/287) [1.2%, 5.4%)]

1.9% (11/571) [1.0%, 3.4%]

2.7% (41146) [0.8%, 6.9%)

Early (In-hospital)

1.7% (5/303) [0.5%, 3.8%]

1.2% (7/588) [0.5%, 2.4%]

2.7% (4/147) [0.8%, 6.8%]

Out-of-hospital 1.0% (3/287) [0.2%, 3.0%] | 0.7% (4/569) [0.2%, 1.8%] | 0.0% (0/146) [0.0%, 2.5%]

TVR - Total 7.7% (22/287) [4.9%, 10.7% (61/571) [8.3%, 0.0% (0/146) [0.0%, 2.5%]
11.4%] 13.5%]

Early (In-hospital) 0.3% (1/303) [0.0%, 1.8%] | 0.7% (4/588) [0.2%, 1.7%] | 0.0% (0/147) [0.0%, 2.5%]

Out-of-hospital 7.3% (21/287) [4.6%, 10.0% (57/569) [7.7%, 0.0% (0/146) [0.0%, 2.5%]
11.0%] 12.8%]

Stent Thrombosis - Total

1.0%(3/287) [0.2%,3.0%]

0.4% (2/571) [0.0%, 1.3%]

0.0% (0/146) [0.0%, 2.5%]

Early (In-hospital)

0.0%(0/303) [0.0%, 1.2%]

0.3%(2/588) [0.0%,1.2%]

0.0% (0/147) [0.0%, 2.5%]

Out-of-hospital

1.0%(3/287) [0.2%,3.0%]

0.0%(0/569) [0.0%,0.6%]

0.0% (0/146) [0.0%, 2.5%)

Bleeding Complication

8.7% (25/288) [5.7%,
12.5%]

9.1% (52/571) 6.9%, 11.8%]

4.8% (7/146) [1.9%, 9.6%]

Early (In-hospital)

4.6% (14/303) [2.5%, 7.6%]

7.7% (45/588) [5.6%, 10.1%]

3.4% (5/147) [1.1%, 7.8%]

Out-of-hospital

4.2% (12/287) [2.2%, 7.2%]

2.1% (12/569) [1.1%, 3.7%]

1.4% (2/146) [0.2%, 4.9%)

Vascular Complication

1.0% (3/287) [0.2%, 3.0%]

0.5% (3/571) [0.1%, 1.5%)]

1.4% (2/146) [0.2%, 4.9%]

Early (In-hospital)

0.0% (0/303) [0.0%, 1.2%]

0.2% (1/588) 0.0%, 0.9%)]

1.4% (2/147) [0.2%, 4.8%]

Out-of-hospital

1.0% (3/287) [0.2%, 3.0%)

0.4% (2/569) [0.0%, 1.3%]

0.0% (0/146) [0.0%, 2.5%)
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X. SUMMARY OF CLINICAL STUDIES

VICTORY Elective Stenting Study

The VICTORY Elective Registry Clinicd Study was a prospective, sngle-arm, multi-center
evauation of the Express compared to the hitorical control comprised of randomized patients
in the SCORES study who received a Radius® stent or a Pamaz-SchatZ® stent. The
VICTORY Elective Clinicd Trid was conducted in the U.S. at twenty-four (24) sites out of the
26 steswith IRB gpproval.

The purpose of the study was to assess safety and efficacy of the Express stent in eective
stenting of de novo and restenctic native coronary arteries (vessel diameters 3.0 - 4.0 mm and
leson lengths < 18 mm) compared with historical control. The primary endpoint was 6-month
MACE. Thisreport is an andyss of 6-month outcomes for 303 VICTORY patients and 588
SCORES patients.

The VICTORY Elective registry enrolled 303 patients: 67% male, mean age 62.1 + 11.3 years,
as compared to the SCORES cohort, which enrolled 588 patients. 71% male, mean age 60.5 +
11.0 years. The groups were also similar with respect to prior PTCA, prior CABG, congestive
heart failure, smoking status, and family history of coronary artery disease. The VICTORY
cohort had higher rates of nor+insulin dependent diabetes, hyperlipidemia requiring trestmernt,
and hypertension required trestment and lower rates for history of previous M|l and CCS Class
IV angina

Basdline and follow-up clinical data were collected on standardized case report forms.
Protocol-mandated clinica follow-up occurred at 14 + 4 days, 30 £ 7 days, and 6 + 1 months
(180 + 30 days) for VICTORY patients. Six-month dlinicd follow-up is reported for 287/303
(95%) VICTORY patients and 571/588 (97%) SCORES patients. Follow-up Quantitetive
Coronary Angiography (QCA) data was available on 113/303 (37%) VICTORY patients and
148/588 (25%) SCORES patients. QCA was performed pre-procedure, following device
deployment, and at 6 months post- procedure for a subset of patients. The primary endpoint for
this study was 6-month MACE. The secondary endpoints included: Target Vessd Fallure,
Clinical Procedura Success, Technica Success, and 30-day MACE for al patients; and
Angiographic Restenogis a 6 months for patients in the angiographic subset. An independent
Clinica Events Committee adjudicated dl MACE a regular intervas. All endpoints and
covariates were analyzed on an intent-to-treat basis and on a per-protocol (received study stent
per protocol) basis. Primary and secondary endpoint analyses were presented adjusted by
propengty score subclass as well as unadjusted. Results for primary and secondary endpoints
are shown in Exhibit 1 and Exhibit 2.

The Elective arm of the VICTORY study demonstrates that the ExpressO Coronary Stent

Sysem (VICTORY) is equivdent to the historical control (SCORES) for the primary endpoint.
Additiondly, the acute and 6-month angiographic and dinical results showed no sgnificant
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differences between the two treatment groups with respect to the predefined secondary

endpoints.

The primary endpoint was 6-month MACE. The VICTORY cohort demondtrated statisticaly
ggnificant nortinferiority to the SCORES cohort (upper 95% confidence limit of differenceis
less than 7%) using both propensity- adjusted and unadjusted rates. The intent-to-treat
propensity-adjusted 6-month MACE rates for VICTORY and SCORES were 8.9% and

12.4%, respectively, giving aone-sided upper 95% confidence bound for the

VICTORY - SCORES difference of 0.4%, showing non-inferiority. The Intent-to-Treat
unadjusted 6-month MACE rates for VICTORY and SCORES were 9% (26/287) and 12%
(71/571) respectively, giving an upper 1-sided 95% confidence bound for the difference of
0.2%, which aso shows nor-inferiority. The results were consstent in both intent-to-treat and

per-protocol analyss sets.

Exhibit 1.

Intent-to-Treat, All Elective Patients (N=891 pts)

Propensity Adjusted Principal Effectiveness and Safety Results

Efficacy Measures VICTORY SCORES Difference
(N=303 pts) (N=588 pts) [95% CI]
Clinical Procedural Success 96.9% 96.6% 0.3% [-2.3%, 2.8%]
Technical Success 96.8% 95.5% 1.3% [-1.5%, 4.0%)]
30-Day MACE 2.2% 2.2% 0.1% [-2.1%, 2.2%]
6-Month MACE 8.9% 12.4% -3.5% [-8.1%, 1.1%]
6-Month TVF 8.9% 12.4% -3.5% [-8.1%, 1.1%]
6-Month Restenosis 21.0% 23.8% -2.8% [-9.3%, 3.7%]
Safety Measures
In-Hospital MACE 1.7% 1.8% -0.1% [-2.1%, 1.8%]
Out-of-Hospital MACE 7.3% 10.7% -3.4% [-7.6%, 0.8%]

Exhibit 2.

Intent-to-Treat, All Elective Patients (N=891 pts)

Unadjusted Principal Effectiveness and Safety Results

Efficacy Measures VICTORY SCORES Relative Risk Difference
(N=303 pts) (N=588 pts) [95% CI] [95% CI]
Clinical Procedural Success 97% (293/303) 96% (566/588) 1.00]0.98, 1.03] 0.4% [-2.1%, 3.0%]
Technical Success 97% (294/303) 95% (560/588) 1.02]0.99, 1.05] 1.8% [-0.8%, 4.4%]
30-Day MACE 2% (7/297) 2% (14/574) 0.97 [0.39, 2.37] -0.1% [-2.2%, 2.1%)]
6-Month MACE 9% (26/287) 12% (71/571) 0.73]0.48, 1.12] -3.4% [-7.7%, 0.9%]
6-Month TVF 9% (26/287) 12% (71/571) 0.73]0.48, 1.12] -3.4% [-7.7%, 0.9%]
6-Month Restenosis 19% (22/113) 24% (35/148) 0.82]0.51, 1.32] -4.2% [-14.2%, 5.8%]
Safety Measures
In-Hospital MACE 2% (6/303) 2% (12/588) 0.97[0.37, 2.56] -0.1% [-2.0%, 1.9%)]
Out-of-Hospital MACE 7% (21/287) 11% (60/569) 0.69[0.43,1.12] -3.2% [-7.2%, 0.7%)]

Numbers are % (count/sample size). Cl = Confidence Interval.

Relative Risk = VICTORY/SCORES

SE = sqrt{(1- py)/iny+(1- p2)na}

Cl = RRxexp(x1.96>SE)
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Difference = VICTORY-SCORES SE = sqgrt(p1g1/n1+pog2/ns) Cl = Diff+1.96>SE

Clinical Procedural Success: using the stent to achieve a residual diameter stenosis of <30% as visually
assessed by the Investigator at the end of the stent procedure, without the occurrence of MACE as of
the time of hospital discharge. In SCORES, the residual %DS is assessed by QCA.

Technical Success: successful delivery and deployment of the stent to the target lesion, without balloon
rupture, embolization, guidewire fracture, or use of a device outside the treatment strategy. In
SCORES, this is successful delivery and deployment of the stent to the target lesion without bailout.

6-Month MACE (primary endpoint): the proportion of patients who experience a MACE up to the 6-month
follow-up. MACE includes death, myocardial infarction (MI) including Q- and non-Q-wave MI, and
target vessel revascularization (TVR).

30-Day MACE: binary MACE rate at 30 days post-procedure.

Target Vessel Failure (TVF): any revascularization of the target vessel, or Ml (Q- and non-Q-wave), or death
that cannot be clearly attributed to a vessel other than the target vessel.

6-Month Restenosis: proportion of patients who demonstrate restenosis of the target lesion with percent
diameter stenosis 2 50% as assessed by QCA 6 months after the study procedure.

6-Month Follow-up: 150 - 210 days.

Propensity adjusted rates are calculated to account for differences between the VICTORY and SCORES
cohorts with respect to baseline variables. See the Propensity Score Analysis section for a more
detailed explanation.

VICTORY AC/TAC Registry

The AC/TAC Regigtry am of the VICTORY Clinical Tria was a prospective, Sngle-arm,
multi-center evaluation of the Express compared to an Objective Performance Criterion. The
VICTORY AC/TAC am of the clinicd trid was conducted at nineteen (19) sites out of the 26
steswith IRB approva.

The purpose of the study was to assess safety and efficacy of the Express Stent Delivery
System in AC/TAC patients compared with an Objective Performance Criterion. The primary
endpoint was 14-day MACE. This report is an analyss of 14-day outcomes for 146
VICTORY patients and 30-day outcomes for 136 VICTORY Petients.

The VICTORY AC/TAC registry enrolled 147 patients: 68% males, mean age 63.0 + 10.9
years. Other characteritics of the cohort included 29% with prior M1, 48% with Class|lI or IV
angina, 72% with a history of hyperlipidemiarequiring trestment, 70% with hypertenson
requiring trestment, and 31% current smokers.

Basdine and follow-up clinical data were collected on standardized case report forms.
Protocol-mandated clinical follow-up occurred at 14 + 4 days and 30 + 7 days. Fourteen (14)
day dlinicd follow-up is reported for 146/147 (99%) of the patients. Post-Procedure
Quantitative Coronary Angiography (QCA) datawas available on 145/147 (99%) VICTORY
patients. QCA was performed pre-procedure and following device deployment. The primary
endpoint for this study was 14-day MACE. The secondary endpointsincluded 30-day Target
VesH Failure, Clinical Procedura Success, Technica Success, and 30-day MACE for dl
patients. An independent Clinical Events Committee adjudicated dl of the MACE at regular
intervas. To control for inter-observer variability, an Angiographic Core Laboratory anayzed
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the angiographic results for pre-procedure and post-procedure. All endpoints and covariates
were analyzed on an intent-to-treat basis and on a per-protocol basis.

The AC/TAC arm of the VICTORY study demondirates the ExpressO Coronary Stent System
(VICTORY) is superior to the Objective Performance Criterion of 15% with respect to the
primary endpoint of 14-day MACE. The 14-Day MACE rateis 2.7% (4/146) with a 2-sded
95% C.1. of [0.8%, 6.9%] for the AC/TAC patients. The p-vaue from the one-sded
comparison to 15% is < 0.0001; therefore, the null hypothesis of inferiority isregected in favor
of the dternative hypothess of superiority.

Exhibit 3.  Principal Effectiveness and Safety Results
Intent-to-Treat, All AC/TAC Patients

Efficacy Measures (N=147 pts) [95% C.1.]
14-Day MACE 3% (4/146) [0.8%, 6.9%]
30-Day TVF 3% (4/136) [0.8%, 7.4%)]
Clinical Procedural Success 96% (141/147) [91.3%, 98.5%]
Technical Success 95% (140/147) [90.4%, 98.1%]
30-Day MACE 3% (4/136) [0.8%, 7.4%)]
14-Day TLR 0% (0/146) [0.0%, 2.5%]
14-Day TVR 0% (0/146) [0.0%, 2.5%]
Safety Measures and Other Clinical Events

In-Hospital MACE 3% (4/147) [0.7%, 6.8%)]
Out-of-Hospital 14-Day MACE 0% (0/146) [0.0%, 2.5%)]

Numbers are % (count/sample size). C.l. = Confidence Interval.
Exact binomial confidence limits are given for proportions.

The primary endpoint is the proportion of patients who experience a MACE within 14 days after the
procedure. MACE includes death, myocardial infarction (MI) including Q- and non-Q-wave MI, and
target vessel revascularization (TVR).

Target Vessel Failure (TVF): any revascularization of the target vessel, or Ml (Q- and non-Q-wave), or death
that cannot be clearly attributed to a vessel other than the target vessel. Assessed at 1 month for
AC/TAC patients.

Clinical Procedural Success: using the stent to achieve a residual diameter stenosis of <30% as visually
assessed by the Investigator at the end of the stent procedure, without the occurrence of MACE as of
the time of hospital discharge.

Technical Success: successful delivery and deployment of the stent to the target lesion, without balloon
rupture, embolization, guidewire fracture, or use of a device outside the treatment strategy.

Target Lesion Revascularization (TLR): Revascularization of the target lesion.

Target Vessel Revascularization (TVR): Revascularization of the target vessel, including or not including
the target lesion.

14-Day MACE is the number of patients who had a MACE within 18 days of the procedure out of the
number of patients who had a follow-up at least 10 days after the procedure.

30-Day TVF (MACE) is the number of patients who had a TVF (MACE) within 37 days of the procedure out
of the number of patients who had a follow-up at least 23 days after the procedure.
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Gender Bias

The VICTORY dlinicd tria was designed and conducted to avoid gender bias in patient
enrollment. Of the 450 patients enrolled, 304 (67.6%) were mae. Theratio of maesto femdes
in this study is congstent with other trids of coronary sents.

Univariate analyses were conducted which eva uated the effect of gender on the following
clinica and angiographic outcomes at 6 months: TVR, MACE, binary angiographic restencs's,
follow-up percent diameter stenosis, and follow-up in-leson MLD. Gender was not
ggnificantly associated with any of the dinical outcomes and was only associated with the
angiographic outcome of MLD at 6 months. Females had dightly smaller mean MLDs (1.75
mmyvs. 1.98 mm) a 6 months.  Thisresult is as expected since femaes tend to have smdler
coronary arteries. Since clinica outcomes were not associated with gender, these data
demondtrated that gender was not an influencing factor on safety or effectiveness.

XI. CONCLUSIONSFROM CLINICAL AND NON-CLINICAL STUDIES

Nonclinica studies of the ExpressExpress 2 MR/Express 2 OTW Coronary Stent System
demondtrate that the devices are adequate for their intended use.

Clinical studies data demondtrate that the Express Coronary stent system is both safe and
effective for itsintended use. The Express Coronary Stent System was the device used in the
VICTORY Clinica Trid. The Express2 MR and OTW Coronary Stent Systemns are modified
versons of the Express Coronary Stent System, in which the Express stent has been pre-
mounted on different ddivery systems. Clinicd datafrom this sudy (VICTORY Clinicd Tralil)
are directly applicable to the Express 2 MR and OTW Coronary Stent Systems based on
comparative in vitro performance of the stent system.

The Elective arm of the VICTORY study demonstrates that the ExpressO Coronary Stent
System (VICTORY) is equivaent to the historica control (SCORES) for the endpoint.
Additiondly, the acute and 6-month angiographic and dinica results showed no significant
differences between the two treatment groups with respect to the predefined secondary
endpoints.

The primary endpoint was 6-month MACE. The VICTORY cohort demondtrated statigtically
ggnificant nortinferiority to the SCORES cohort (upper 95% confidence limit of differenceis
less than 7%) using both propensity- adjusted and unadjusted rates. The intent-to-treat
propensity-adjusted 6-month MACE rates for VICTORY and SCORES were 8.9% and
12.4%, respectively, giving aone-sided upper 95% confidence bound for the

VICTORY - SCORES difference of 0.4%, showing non-inferiority. The Intent-to-Treat
unadjusted 6-month MACE rates for VICTORY and SCORES were 9% (26/287) and 12%
(71/571) respectivey, giving an upper 1-sided 95% confidence bound for the difference of
0.2%, which aso shows nortinferiority. The results were conggtent in both intent-to-treat and
per-protocol analyss sets.
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The AC/TAC arm of the Victory study demondrates the ExpressO Coronary Stent System
(VICTORY) is superior to the Objective Performance Criterion of 15% with respect to the
primary endpoint of 14-day MACE. The 14-Day MACE rateis 2.7% (4/146) with a 2-sded
95% C.I. of [0.8%, 6.9%] for the AC/TAC patients. The p-vaue from the one-sided
comparison to 15% is < 0.0001; therefore, the null hypothesis of inferiority isreected in favor
of the aternative hypothesis of superiority.

XII.  PANEL RECOMMENDATION

In accordance with the provisions of section 515(c)(2) of the act as amended by the Safe
Medica Devices Act of 1990, this PMA was not referred to the Circulatory Systems Pandl,
and FDA advisory committee, for review and recommendation because the information in the
PMA substantidly duplicates information previoudy reviewed by this pand.

XIIl. CDRH DECISION

CDRH issued aletter to Boston Scientific Scimed, Inc. on July 1, 2002 advising that it PMA
was gpprovable subject to changes in the labeling and acceptable results from ingpections of the
manufacturing facilities. The gpplicant provided the required changes in the labding and the
gpplicant’ s manufacturing facilities were ingpected on March 7, July 7 and 10, 2002 and were
found to be in compliance with the Quality System Regulation (21 CFR 820). CDRH approved
thisPMA gpplicationon September 11, 2002.

XI1V. APPROVAL SPECIFICATIONS

Directions for use: See the labdling.

Hazards to Hedlth from Use of the Device: See Indications, Contraindications, Warnings,
precautions and Adverse Events in the [abdling.

Postapprova Requirements and Restrictions: See approval order.
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